KPATKA XAPAKTEPUCTHKA HA HPOJAYKTA

L MMEHAIRRAPCTB TPOAYET N3NLAHUTENHA ATEHUIAR NC NEKAPLTEATA !
Bnoxbuc 5 mg TabneTkn Kpamme xapaKmepucmiuKa Ha npogykma - lpusoserus 1
Blokbis 3 mg tablets Ko Pt N o SRADUDILDD,
Bnoxﬁ.n ¢ 10 mg raGneticy PaapeweHue Ne ?’C””’H("‘pfr}xg(—‘!
Blokbis 10 mg tablets 180 0
OGOBPOHUO Ne .ovvcvvsecrsorsenssseoner Y AU

2. KAYECTBEH H KOIHMYECTBEH ChCTAB

Baoxbue 5 mg TabneTkn
Bcska Tabnerka chabpka 4,24 mg GHCONpPONON, eKBHBAJIEHTHA Ha 5 mg GHconpononos ¢gymapar

(bisoprolol fumarate}.
IMomMoIHO BEIIECTBO ¢ H3RECTHO AeticTBME:
Beska tabnetka chaspaka 135,20 mg nakro3a MOHOXH/IpaT.

baoxbue 10 mg Tabnerkn
Bceska Tabnerxa coanpxa 8,49 mg Guconponos, exeuBaneHTHH Ha 10 mg Guconpononos dhymapar

(bisoprolol fumarate).
TToMo1IHO BEINECTEO ¢ M3BECTHO ACHCTBHE:
Beska Tabnerka cpanpxka 130,20 mg nakTo3a MOHOXHApAT.

3a OBAHHA CIHCHK HA MTOMOIIHHTE BEIHECTBA BIDKTE TowKa 6.1

3. JNEKAPCTBEHA @0OPMA

Tabmetka

Brokbue 5 mg rabieTkn ca GreaoHbITH HA UBAT, MO3AEYHH, KPBITH, H3TBKHAJIH, ChC CeAHaTa
HICHTH(HKATMOHHA MapKupoBka: Bl B cpenara Haj AenuTenHaTa 9epra H wudpata 5 mox Hes.
Tabnetkara mosxe a GbAe pasaeneHa HA ABE paBHH JAO3H.

Brokbuc 10 mg Tabnetku ca ¢ 6ex0B UBAT, MO33€UHH, KPBIVIH, H3THKHANH, ChC CICAHATA
HIEHTHPHKALMOHHA MapKHpoBKa: Bl B cpegara Han AenuTenHaTa uepra u Iupata 10 noxa Hes.
Tabnerxara Moxke Aa 6B pa3ienena Ha IBe PABHH JO3H.

4. KJIHHHWYHH JAHRHHA

4.1 TepaneBTHUHH HOKAIAHHS

Xunepronns
XpoHH4Ha cTabMIHa aHIHMHA IEKTOPHC

4.2 [lo3HpoBKa H HAYHH HA NPHIOKEHHE

03UPOBKA
Jlosupoekara Tpabea j1a ¢ azanTHpa HHAMBHAYaIHO. [Ipenophiea ce nedeHHE
HUCKATA BE3MOXHA x03a. IIpn HAKOH NalMeHTH, 5 Mg JHEBHO MOXKe 1a ¢a A0
#o3a ¢ 10 mg BeAHEK JHEBHO OpH MAKCHMATHA NPENOPBYHTEIHE A038 OT 20 my
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Creyuannu nonynayuu

Bvbpeuno unu vepnodpobuo yepesxcoane

Kopekima Ha A03aTa Npu NALKMEHTH ¢ JIEKO 10 YMEPEHO YepHOAPOOHO YBpeXkaaHe 0OOHKHOBEHO He €
Heobxoauma. Ipu maupeHTH ¢ Texka ObOpeuHa HeIOCTATEYHOCT (KPEaTHHHHOB KITHPBHC

< 20 ml/min) WIK TEXKO YEpHOXPOOHO YBpeKNaHe, 03aTa He TpAGea Ja Hanpuimasa 10 mg BeAHDK
nucpHo. Tasn no3a Moxe na 6bae paznencHa Ha JiBe paBHH IOJIOBHHH.

Hayuenmu 6 cmapuecxa evapacm
OO6HKHOBEHO HE CE Hanara KOpHrupane Ha aosara. [Ipenophusa ce NeYeHHETO Na 3aMOYHE ¢ HAl-
HHCKAaTa BB3MOXKHA 103a.

fTeduampuuna nonyaayua
Ynorpe6ara Ha Bnok6uc TabneTku He ce npenops4YBa NpH Jena NopajH JHICA Ha AaHHH (BK.
Touka 5.3).

Ilpexpamasane na nevenuemo
Jleuennero He TpAOBA Aa ce CTIMpa BHE3amHO (BX. To4ka 4.4). lozupoBkaTa TpA0Ba Nla ce NMOHIkKaBa
6arHO, Upe3 ceIMHIHO HAMAIIABAHE HA J03aTa HA NOJOBHHA.

Ha'mu Ha npHnoxkeHwe
Ta6nerkure Brox6He ca npegHasHAYEHH 33 IEPOPATHO MPUNOKEHHE.

TaGnerkara Tpabsa fa ce NOTHILA ¢ AOCTATHYHO KOMTHUECTRBO TEMHOCT (HAMp. Halia BOAa).
TabGnerkara moxe na ce npuema che WK Ge3 XpaHa.

4.3 IIpoTHBOMOKA3ARMA
BHconponon e NpoTHRONOKA3aH NMPH NALMEHTH CHC:

- CBPBXYYBCTBHTEITHOCT KbM 2KTHBHOTO BEIIECTBO HIIH KbM HAKOE OT NOMOIIHHUTE BELUECTRA,
m36poeHH B TOuKa 6.1

- OCTpa CBpJicYHA HEJIOCTATEYHOCT WM 110 BpeMe Ha eMH300M OT JeKOMIIeHCHpaHa ChpAeYHa
HEJI0CTaTBYHOCT, H3UCKBAILA 1.V. MHOTPOHO JICICHAE

- KapaHoreHeH IOk

- BTOPa M TpeTa cTenieH AV 6ok

- CHHAPOM Ha OONHHA CHHYCOB Bh3€I

- cHHOaTpHaNeH 60K

- CHMITTOMATHYHA GpaJHKapAns ¢ No-Manko oT 60 yaapa/MHHyTa peil HA4al0TO Ha TepanuATa

- CHMITTOMATHYHA XHIOTOHHA (CHCTOMYHO KPbBHO Hamarane nox 100 mm Hg)

- Texka (GopMa Ha GPOHXHATHA aCTMa WIH TeXKKa PopMa Ha XpOHHYHA OGCTPYKTHBHA
6enonpobra Gonect

- TexKH JopMH Ha nepHEPHO apTEPHATTHO OKITY3HBHO 3a60NABaHe HIIM TeXKH GOPMH Ha
cHHApoM Ha Peiino

- MeTaDOIHTHA anHao3a

- HEEKYBaH GeoxpoMOLIMTOM (BXK. TouKa 4.4)

- koMOuHaLmA ¢ pnokTadeHHH H CYTTONPHA (BXK. ChINO TOuKA 4.5)

44 CnenHa/JHA NpeAyNPeXACHAS H NPEJIAIHE MEPKE OpH YHOTpeba

BHCOI‘IPOJIOJ] 1'pa63a Ja ¢ U3NMOJ3BA ¢ NOBHIIIeHO BHEMAHHE NMPH NAUMEeHTH ¢ XHNCPTOHHA HITH aHTHHA
IIEKTOPHC H CENETCTRAINA CBPASCYHA HEACCTATHBIHOCT.

3a NeueHHETO Ha XPOHHIHA ChPIEYHA HEAOCTATHYHOCT CE H3MOA3BAT APYTH JI03UPOR:
NexapcTBeHH NPOXYKTH, KOMTO ChABPKAT Guconponon. Ynorpebara Ha Gera-Gnokep
[OKA3aHHE H3UCKBA MHOFO BHHMATEIEH IOAX0A K TPAORa a 3anoune ¢ dasza Ha MH(
THTpHpaHe. B Tazu (aza ce Hamara noBUaBare Ha JO3aTa HA CTHIIKH, He BCHYKH O
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C€ MOCTHTHAT C TO3H JeKapcTBer npoRyKT. ETo 3alllo, TO3H NPOXYKT HE TPAOBa fa ce H3MON3RA 32
NevYeHHEe Ha XpOHHYHA ChpPIeTHA HeJOCTaThYHOCT.

KombHHammaTa ¢ aMHOAAPOH Tpnﬁna Ja ce H3M0J13ka ¢ MOBHINCHO BHUMAHHC, KaTO CC HMa NIPCIBH
PHCKA OT KOHTPAaKTHICH aBTOMATH3bM H NIPOBOAHH HAPYIIEHHUA (['IOTHCKBHC Ha KOMIICHCATOPHH

CHMITATHKOBH PEAKIHH),

KombuHupaHaTa ynotpeba Ha GHCONMPONON ¢ KANIHEBH AHTArOHHCTH OT BEPANaMHJIOB K JHITHA3EMOB
THII, ¥ ¢ OEHTPATHO NeHCTBAIIH AHTHXHNIEPTEH3HBHM JIEKAPCTBA OOHKHOBEHO HE ce MPENophYBa (BK.
CBINO TouKa 4.5). briokOuc Tpabea na ce H3NOM3Ba ¢ NOBHINEHC BHHMAHME [IPH:

- GpoHxocnasbM (GpoHxHanHa acTMa, 3a00NABaHHA ¢ OOCTPYKIHS Ha JHXATEITHHTE IIbTHILA):
Ilpu GpoHXHANHA acTMa WIH APYT'H XPOHHYHH 00CTPYKTHBHH GenoapoGHn 3abonasanus,
TpabBa fa ce NMphara eaHoBpeMeHHO OpoHXoawIaTHpaina Tepanusd. [Topaxora npH NaUHeATH ¢
acTMa MOXKE 1a ce HabmoJapa yBeIHYeHa PE3HCTEHTHOCT Ha IHXATE/IHATE [THTHILE, €TO 3a110
MOKe Aa ¢e HanoxH f03aTa Oera;-CTHMYNaHTH Ja ce nosHilH. IIpenoprusa ce MpoBeXAaHETO
Ha PYHKIHOHANHO M3CIEABAHE HA AMINAHETO NpeH HAa4aloTo Ha TEPAHMATA.

- €IHOBPEMEeHHATA yrnoTpea ¢ aHTHXOIHHECTEPA3HH CPEACTBa (BIUTIOYHTEHO TAKPHH): BPEMETO
3a MIPOBEXKJAHE Mpe3 ATPHOBEHTPHKYMAPHHA BB3eN H/wiH OpajHKkapaMaTa MOXKe Ja Ce YBeIHIaT
(BK. CBILO TOUKA 4.5),

- ¢AHOBpEMEeHHaTa yrioTpefa ¢ aHecTeTHIH: oTcnabBane Ha pedIeKCHATa TAXHKAPAHA H
YBEIMYABAHE HA PHCKA OT XMIIOTOHHA (BK. CHINO Touka 4.5). [Iponbmxasanero Ha 6eTa-
6a0kanaTa HAMAIAEAR PHCKA OT PUTMHA TIPH BHBEXKAAHE B aHECTE3HA H T10 BpeMe Ha
HHTYOaUHA. AHecTe3HONMOTST TPAGBA N2 € HHOPMHPaH, KOraTo NALMEHTHT [PHEMa
Bucomponon Gpymapar. Ako € HeoBX0AHUMO Jia ce NPEyCTAHOBH Tepamusra ¢ 6eTa-6rokepu
npeay ONEpalisTa, TOBA TPAOBA 1a ce H3BHPIIA MOCTENEHHO K 1 IIPHIUNIOYH 0Kono 48 yaca
[peay aHeCTe3HATA.

- HOI-KOHTPACTHH BemecTea: GeTa-GloxepHTe MOXeE 3 NOBITMAAT HeOIaronpusTHO
KOMIEHCAaTOPHHTE CHPAEYHO-CHOBHTE PEAKIHH, CBbP3aHH ¢ XHIIOTOHHA HIH IIOK, HHIYLIHPaH
oT HOA-KOHTPACTHH BEIICCTRA.

- 3axapeH AuabeT ¢ rolieMH BAPHAILIMH B CTOHHOCTHTE Ha KPbBHATA 3aXap; CHMITTOMHTE Ha
XHIOTITHKeMHEA Moxe Aa 6baar mackupaHi. HusaTa Ha kpEBHaTa 3axap Tpabea na ce
NPOCHEAABAT MO BPEME Ha JieYeHue ¢ GHCOMpOnon.

- THPEOTOKCHKO34a - 3APEHEPrHHKETE CHMITTOMH MOE /1 C€ MaCKHpar

- CTpOrc NOCTeHe

- TPOBEXAAHE Ha IeceHCHOWAr3auma: noxobuo Ha apyrute Gera-Gnokepn, Guconpomon ¢gyMapar
MOK€E Ja YBEJTHYH KAKTO YYBCTBHTEIHOCTTa KEM ATEPTeHH, TAKA H TEHKECTTa Ha
apaduIaKTHUHUTE peakijun. JleueHHeTo ¢ anpeHaNHH He BUHAMH []aBa OMaKBaHHA
TepaneBTHUeH edexT. Moxke [ja ce HANOXH NPWIATAHETO HA NO-BHCOKH J03H eNTHHEPHH
{aapeHanMH).

- AV Gnok mspea cTeneH

- aHruHa Ha JIpunumeran: Gera-610KepHTe MOTAT a AOBEAAT 10 yBeludyaBaHe Opos U
TIPOXB/DKHTETHOCTTA Ha IPHCTHITMTE NPH NMalMeHTH ¢ anruHa Ha [lpwHMeran. YnorpeGara Ha
ceneKTHBHH Oeral -anpeHopenenTopay 610KepH e BEIMOMKHA B CITy4ad Ha iekn GopMH H camo
B KOMOHHALINA ¢ BAa30AMNATHPALIO CPEACTBO.

- nepHbepHH aprepHaIHH OKITY3HEHHM 3a0onsaBanmsa, KaTo peHOMeH Ha PeiiHo H knayAuKauuo
HHTEPMHTEHC: MOKe Ja HACTBITH 3aCHJIBAHE Ha OIUIAKBAHHATA, OCODSHO B HAYAJIOTO Ha
TepanugTa.

- fpy NALMeHTH ¢ geoxpoMomuToM (BX. Touka 4.3), Guconponon Tpa6Ba aa ce Mpuiara Camo
caen anda-pelierrropia 6nokaza.

- NPEAIIECTRAILL HIH CHINECTBYBAI] ICOPHa3He - GHconposion Tpabsa aa ce Ha3HAYAB2
BHHMATCITHA OLIEHK2 HAa ChOTHOLIEHHETO O3/ PHCK.
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HCXeMUYHA GOMIECT Ha CHPLETO c¢ MPEKPATH PA3KO HMA PUCK OT HHApKT Ha MHOKAPJA U BHE3ANHA
CMBPT. 3a noBeye HHPOPMAaLIHs, MO BIDKTE ToUKa 4.2 ,,J[03HPOBKA M HAYHH HA NPHIOKCHHE .

TaGnetkure BiiokGuc 5 mg chabpxkar 135,20 mg nakrosa moHoxuapat. TaGnerkure Bnok6uc 10 mg
ceabspakar 130,20 mg sakroza MoOHOXHApAT.

TNauueHTH ¢ pefiIkM HACIeACTBCHH MPOG/IEMH HA TaaKTO3HA HETIOHOCHMOCT, Lapp nakTaseH aeHIIT
HJTH TJTIOKO30-ralakTo3Ha ManabcopOuHa He Tpabea fa NpHeMAT TOBA JICKAPCTEO.

45 BzasMopelicTBHE ¢ JPYIH NeKAPCTBEHR NPOAYKTH M APYTH GopMu HA BIaUMOAeHCcTRAE

Hpomusonoxasanu xombunayuu
®noxradennn: era-6nokepure Morar Ja BE3NPENATCTEAT KOMIIEHCATOPHHTE ChPACUHO-CHAOBH
PEaKLWH, CBBP3aHH C XHIIOTOHHA MITH HIOK, KOSTO MOXKE Jia € PEAH3BHKAHO OT (uokTadeHnH.

Cymronpun: 6uconponon ¢gyMapaT He TpaGea ia ¢e NpHiara €THOBPEMEHHO ChC CyINTONPHN, Thii KaTo
HM4 MOBHILICH PHCK OT KAMEPHA APHTMMA.

Kombunayuu, xoumo ne ce npengpeyusam

KanimesH aHTaroHACTH OT THNA HA BepalaMui, Genpuaun 1 B 10-MaNKa CTefeH oT THIA Ha
AWITHAIEM: HETATHBEH €CKT BHPXY KOHTPAKTHIIHTETA H ATPHOBEHTPHKYIAPHATA NPOBOJAHMOCT.
HHTpaBeHO3HOTO NPHICKEHHE HA BepanaMil IIPH [alMeHTH, NOJJICKEHH Ha edeHne ¢ Oeta-Gnokepu
MOXe J1a JOBEAE /10 TEXKKA XUTIOTOHHA ¥ AaTPHOBEHTPHKY1apeH O/ok.

IenTpamto-AeiicTRAIM AHTHXHIIEPTEHIHBHH JICKAPCTRECHH IMPOAYKTH (HAIp. KIOHHIHH, METHIAONA,
MOKCOHH/IMH, PHIIMEHHIUH): eAHOBpeMEHHAaTa ynoTpela Ha HeRTPANHO-ASHCTBAIIN
aHTHXHIIePTEeHZHBHE JEKAPCTBEHH NMPOLYKTH MOXKeE a JOBEAE 0 IIOHIDKABAHE HA ChpAE€YHATA
YECTOTA H CHPACYHHA NeOHT H J0 BazoMaTallkg. Pa3koTo cniMpaHe MoXKe /a YBEIHYIH PHCKa OT
»pebayni xunepToHua”,

HHxuOHTOpH Ha MOHOAMHHOOKCH (a3aTa (¢ m3KkmodeHHe Ha MAO-B uaxuOuTopn). 3acunen
xunorensuBeH edekr Ha GeTa-6nokepyTe, HO H PUCK OT XHIECPTCH3HBHA KPH3a.

Kombunayuu, uzuckeauyti nOSUUICHO SHUMAHUE

Knac I aHTHapuTMHYHE cpeacTBa (Hamp. AWIOMHPAMH, XHHHANH): edeKThT BhPXY BPEMETO 32
NPOBEXK/IaHE TPe3 ATPHOBEHTPHKYNAPHHA BE3E/ MOXKE C€ 3aCITH, 8 OTPHUATEHHAT HHOTPOIIEH e(eKT
MoxKe fa ce yeenHuH. (Heobxonumo e crpuxtHo o H EKI™ MoHuTOpHpane).

Knac I1I anTHapuTMu4HK cpencTsa (Halp. aMHOZAPOH): e(heKThT BbpXY aTPHOBEHTPHKYIAPHOTO
NpOBCAHO BPeME MOJKE J1a ¢ 3aciutd (BXK. To4Ka 4.4).

Kanmesy aHTaroHHCTH OT AUXAAPONHPHAWHOR THI: eAHOBpEMEHHATa YNOTpeda MOXKE A2 NIOBHINH
PHICKA OT XMIIOTOHHA; HE MOXe Na Obae H3KII0UEHO YBe/IHUeHHE Ha PHCKA OT JAOITBTHHTEHO
BJIOHIaBAHE HA KAMEPHATA NOMMEHA ()YHKIIHSA MPH NALHMEHTH ChC ChPACYHa HEAOCTATHHOCT.

[NapacHMNaTHKOMHMETHLH { BKIIOYMTETHO TAKPHH): BPEMETO 3a TIPOBEXKAAHE TIpes
aTPHOBEHTPHKYIIApHIA BB3en W/HiH GpaguKapauaTa MOXKE /13 C€ YBenHYar (BK. Chbillo Touka 4.4).

Jpyru Gera-0mokepH, BITIOYHMTENHO JOKATHH GeTa-Onokepu (HaIp. O4YHM KankH 3a NeUeHHe Ha
rAaaykoMa) MOrar [ia JONMPHHECAT 23 CHCTEMHHUTE eekTH Ha GHCONpono.

Hucynun v nepopaisy aHTHAHA0ETHH CpEJICTBA: YEEMYARAT €(eKTa Ha MOHMKABaHe HA KPbBHATA
3axap. bnokanara Ha 6¢Ta-afpeHOPELIENTOPHTE MOXE []a MACKHPA CHMIFTOMHTE Ha XHIIOLHAREMY

JIMTUTATTHCORH [IMKO3HAM: HAMAIMBAHE HAa ChPACYHATA YECTOTA, YBEITHIABAHE HA By
NpOBEKAaHE Npe3 aTPHOBEHTPHKYJIAPHAS BB3€EI.
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Anecrernim: orcnabeaHe Ha pedIeKTOPHATA TAXHKAPIHA H TIOBHINEH PHCK OT XMITOTOHHA (34 MoBe4e
HHPOpMALHA OTHOCHO GHECTETHLH BXK. CHINO Touka 4.4).

EproraMusoBE IPOH3BOAHHN: BIOMABaHe HA NepudepHUTE IMPKYIATOPHA HAPYINEHMA.

BeTa-CHMNaTHKOMHMETHIM (HATIP. M30NpeHATHH, N00yTaMHH): KOMOHHAIIHATa ¢ HHCOIIPONON
(hyMapar Moxke 1a HAManH eeKTHTE H HA 1BATA JICKAPCTBEHH NPOAYKTA.

CHMNaTHKOMHMETHIH, KOWTO AKTHBHpAT KAKTO GeTa, Taka H anda-anpeHopeLenTopHTe (Harp.
HopenuxedpyH, enuHedpur): KomGuHauuaTa ¢ Gucomponon Moke Oa Aemackupa anda-
aApeHOPELIEITTOPHO-MEAMHPAHITE Ba30KOHCTPHKTOPHH eeKTH Ha Te3H CPeNCTBA M 14 JOBEAE A0
HOBHHIABAHE HAa KPHBHOTO HA/ATAHE H BJIOLIABAHE HA HHTEPMHUTEHTHO KIaynukalHo. Taknsa
B3aMMOACHCTBHA CE CHMTAT 33 N0-BSPOATHH NPH HeceneKTHBHUTE GeTa-0nokepy.

TpuuEKTHYHE aHTHAENpecanTH, GapbuTypaTH, GeHOTHA3HHH, KAKTO H APYTH AHTHXHIICPTEH3NBHA
CPeACTBA H APYTH JICKaPCTBEHH NPOIYKTH C XMIIOTEH3HBEH MOTEHLHAN: NOBHIIEH PHCK OT XHIIOTOHHA.

BaxnodeH: nopHIIEHA AHTHXMITEPTEH3HBHA AKTHBHOCT
AMH(POCTHH: OBHIIEHA XHIIOTEH3HBHA AKTHBHOCT

Hecreponann nporuropsananyrentu cpenctea (HCTIBC): HecTeponaHUTE IPOTHBOBLIRANNTENHH
CpeICTBa MOTaT Aa MOHIDKAT XMIIOTEH3HBHMA ehexT Ha OHconponon (OTHCKAHE HA Ba30H/IATATHBEH
npoctarnangud oT HCIIBC u BoaHa H conesa 3apbkka ¢ mupazonososs HCIIBC)

Kombunayuu, koumo mpabea oa ce ezemam npedsud
Mednoxun: noBuieH pHck oT Opaaukapaus.

Koptukocteponan: orciaGeaHe Ha aHTHXHIIEPTEH3HBHHA e(eKT NOpaxH 3aabp>kaHe Ha BOJa
HaTpHit.

MoHOAMHHOOKCHAAZHH MHXHOMTOPH (¢ m3kmodeHHe Ha MAO-B unxuOHTOpHTE): 3aCHIBAT
XHITOTEH3HBHHA &(eKT Ha GeTa-ONoKepHTe, HO CHILO TAKE YBEIHYABAT PHCKA OT XHIIEPTEH3UBHA
KpH3a.

Pudammmmn: BpIMOKEO ¢ cnafo HamaiiBake Ha eNMMAHATTHORHNS TIOMYXUBOT Ha Onconponoi
NOpaIH HHAYKUMATA Ha YepHOAPOOHHTE eH3UMH, MeTaGonH3Hpaly JeKapcTBoTo. OOHKHOBEHO HE €
Heo0X0ZMMO afanTHpaHe Ha 1I03HPOBKATA.

4.6 PepranuTer, 6peMeHHOCT H KHPMEHE

BpeMeHHOCT:
Buconponon ¢gymapar nputexasa hapMakonOrHiHH eeKTH, KOHTO MOTAT A4 NMPeIH3BHKAT
YBpEXKAAO NeHCTBAE BEPXY OPEMEHHOCTTA H/WTH Iutoda/HoBopoAeHoto. Haii-obmo, Geta-
aJIpeHOPELIETOPHATE GIoKepH peryuMpaT iaueHTHata nepdysus, koero ce cebp3ea cone 3a0apane
Ha pacTexa, HHTpayTepHHHa CMBPT, abopT W NpexaeBpeMeHHo paxaaHe. HexenaHn peakuui
(Hanp. XHNOT/IHKeMHA, OpaiHKapaua) MOTST 12 HACTEIAT NPH IUIOAAa ¥ HOBOPOACHOTO. AKO €
HeoDXoaMMOo NpoBekIaHe Ha neyeHue ¢ feTa-aapeHoperlenTopHn GIoKepH, 3a NPEANOYKTaHE ca
6era;-bmoxepn.

buconponon gymapar Be TpabBa aa ce ynorpebaBa no BpeMe Ha 6peMEHHOCT, OCBEH @Ko He €
K4TETOPHIHO Heo0X0oMuMo. AKO JieueHHeTo ¢ GHCONPONON ce cuMTa 33 HeobxoauMo, TpsGBa xa ce
HabmoaBaT MaTOYHOIIALIEHTHOTO KpeBocHAOAABaNe ¥ pacTeka Ha Iwiofia. B cimydqaii H
HebnaronpuaATHH epekTH FBpXy OpeMeHHOCTTa WIH INoAa, Tpadea a ce obMuciH a fe
neuenue, HoBopozeHoro Tpabsa aa 6wae nabmogaeano pHuMaTenHo. CHMITTOME ff4
H GpaguKapaHa 0OHKHOBEHO MOTAT [a Ce OMAKBAT [Ipe3 TbPBHTE 3 JHH.
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KepMete:
He e u3eectHo mann Suconponon gymapar ce eKCKpeTHpa B 4oBewikara KspMa. ClieiosaTenHo,

KBPMEHETO HE Ce MpPEenophBa N0 BpeMe Ha npiiiarane Ha Guconponon ¢yMapar TabneTky.
4.7 EdexTn BbpXy cOocoGHOCTTA 32 miodHpaHe M padoTa ¢ MAMAHH

To3u nexkapcTBEH NPOIYKT MOXKE N3 NOBJMAEC HEIHAUHTENHO cnocobHOCTHTE 33 modHpaHe ¥ paboTa ¢
MAIIHHH.

B npoyusaHe IIpy nanueHTH ¢ HCXeMHUYHA 6oJecT Ha ChplieTo, OHCONMpONON He HAapyIIasa
croco0HOCTTa 3a modupane. Berpeku ToRa, MopagH MHANBHAYANHHTE BAPHAIMH HA PEAKLHHTE KM
NIEKAPCTBEHMS NIPOIYKT, CocoGHOCTTA 3a modmpane 1 pabora ¢ MauMHe Moke Aa Obe HapyweHa.
Topa Tpabea na ce B3eMe [0 BHAMaHHE 0COGEHO B HAYANOTO HA JICUEHHETO, NPH CMAHA HA
JIEYEHHETO, CBHINO Taka ¥ NPH YNoTpeda Ha ankoxod.

48 Heaenan NeKaAPCTBEHH PEAKINHA

Cnennara TEpMHHOROTHA € H3MON3BAHA NMPH KNACH(HKAIMATA Ha HAOMIONABAHHTE HEKENAHH
JICKAPCTBEHH PEeaKLKu:

M#oro uectu (> 1/10)

Yecern (> 1/100 mo < 1/10)

Hedectn (> 1/1 000 mo < 1/100)

Pexxu (> 1/10 000 go < 1/1 000)

Mnoro peaxs (< 1/10 000)

C Hem3BeCTHA YeCTOTa (4ECTOTATA He MOXe Na Gb/ie olpeeNieHa OT HATHIHHTE JaHHH)

Hapvinenns na aTa CHCTEMa

Peoxu: AJeprHYeH PHHHT, N0ABATa Ha AHTHHYK/ICapHN AHTHTENA ¢ HeOOHM4AHHH KITMHHYIHK
CHMITTOMH, KaTO CHHAPOM Ha JIyITyc, KOMTO OT3BY4YaBaT NpH NpeKpardBaHe Ha
JIe4EeHHETO.

Hapyinenns Ha MeTaomH3Ma U XpaHeReTo
Peoxu: ToBHLIEHH TPHTTHLEPHUAM, XHIOTTHKEMHA

Muozo pedxu:  XuMnornmukeMH4eH oK

IeuxuyHy HAPpYIEHHs
Heyecrmu: Hapymenus Ha cBHA, fenpecHs

Peoru: Kommmapu, xamonuHanmH

Hapyinennd Ha HepBHATA CHCTEMA
Yecmu: VMopa, usTomEeHne, 3aMagHocT*, rasoboaHe™

Peoxu: Cunkon

HapyineHns Ha ouHTe
Peoru: HaMarneHa nakpAMaLia (Aa Ce B3eMe MO BHUMAHKE, B CIy4aii, Ye MaLHECHTET HOCH

JIeImH)
Mnozo peoxu: KoHIOHKTHBHT

Hapyimenns Ha yxoto » nabupuHTa
Peoxu: Hapymenwve Ha cyxa

Crpeyny kapymeHna
Hevecmu: bpamukapnus, Hapymenne Ha AV npoBoauMocTTa (3a0apeno AV
3acHJIBaHE Ha ChIUIECTBYBAN AV-0/10K), BIOIIABaHE HA CHIUCCTBYRAIRA
HENOCTaTEYHOCT
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CrI0BH Hapyinenns

Yecmu: Vceinake 3a cTy/l WIH H3TPENBaHE Ha KpaliHHUATe, XMIIOTOHHA, CHHAPOM Ha Peiino,
BIIOIIABaHE HA CHIECTBYRALIO KIAYUKALIHC HHTEPMHMTEHC

Hevecmu: OpTtocTaTH4Ha XHNOTOHHA

PecnupaTopHu, CPEIHH W MEARACTHHATIHY HAPYIICHW

Hevecmu: BpoHXocnassM NpH NALHEHTH ¢ GPOHXHAIHA 4CTMA MITH aHaMHE3a 3a 3a00/IMBaHe ¢
oOCTPYKIHA HAa JHXATEJIHHTE ITFTHINA

Peoru: AIlepruvieH pHHHT

CToMamHO-4pPeBHH HAPYIIEHHA
Yecmu: CTOMAIOHO-YpeBHH OIUTAKBAHHSA, KATO T'4ieHe, IOBpBIAHEe, AHapHA, KopeMHa 0onka u
3anek

XenaroGUInapHy HAPYIIeHNs
Peoru: Xenatar

HapylneHWs Ha KOXATa U IOAKOHHATA THKAH

Peoxu: Peakuuu Ha CBpBX4yBCTBHTENHOCT (ChpOeK, 3a4epraBane, 0GpHB)

Muozo peoxu: bera-6nokepure Morar oa IPHYHHAT WIH BJIOLIAT NCOPHA3ZKC HIH HHAYLMpAT
ncopHaszononob¢H 0OpHB, anoneIHs

Hapyimenns aa MyCKYIHO-CKeNETHATA CHCTEMA H CHEHHATEIHATA THKAH
Hevecnu: Myckynnaa caboct H KpaMITH, apTporiaTha

HapyiureHnst Ha BE3NPOH3BOAMTEIHATA CHCTEMA H TBDAATA
Pedxu: CMyuweHHd B IOTEHTHOCTTA

Obwm HapymeHns H eheKTH Ha MACTOTO HA IPHIOKECHHE

Yecru: Ymopa*

Heugectn: AcTeHHs

Hacyienpanus

Penxn: TIoBHIIEHH TPHIMTHLIEPHUIH, NOBUIISHH YepHORpoOHH eH3umu (ALAT, ASAT)

*Tesu cumnmomu ce HaGMOOasant RO-CREYUATHO & Hayaromo Ha neveruemo. Te obuxnosenc ca nexu
u omzgyuasam oo I - 2 ceomuyu.

Crofiagane Ha IOJO3APAHH HEKENAHY PeaKITHK
CrobmaBaHeTo Ha MOAO3UPAHM HEXKENAHH PeaklHH Clie pa3pemasaHe 3a ynorpeda Ha IekapCTBeHHA

TPOAYKT € BaxkHo. ToBa N03BONAEA Aa MPOABIDKH HAGNMIOIEHHETO Ha CHOTHOIIEHHETO MO3a/PHCK 32
JIEKApCTBEHHA NPOXYKT. OT MeUIMHCKHTE CIICIHATHCTH C€ H3HCKBA 43 ChoOIMaBaT BCAKa
MOAO3HpPaHA HeXeNaHa peakiua 9pe3 UaIMsIHHTeHA areHIMA 10 JIeKapeTeara, yi. ,Jaman ['pyes”
Ne 8, 1303 Codmns, Ten.: 02 8903417, yebeaiiT: www.bda.bg.

4.9 IIpenoszapane

Cumnmomu

Hafi-yecTTe Npu3HaLM, KOHTO c€ 0YaKBAT npH npefozupaHe ¢ GeTa-Onokepu ca: OpanHkapnms,
XHTIOTOHHA, OpoHXOCTIaTbM, OCTpa CHPAEYHA HEAOCTATHYHOCT M Xunormikemusd. Jlocera cg
HOKJIAIBAHH HAKOJIKO CITyqas Ha Mpenosupane ¢ GHConpoioN (MaKCHMAITHA 103a; 2 i 1rAm no
Habmonapanu ca Cpaguxapand #/MiTH XMIOTOHHA. BeHyku naipenTy ca ce BE3cT3OBM iRl e
WHPOKa HHTEPHHIHBHAYAIHA BApHAGHWIHOCT B YyBCTBHTETHOCTTa KBM €AHHUYH. : o)
GHCOMPOIIOIN, KATO Ce FPEIoNAara, 4e MALMECHTHTE Che CHPACYHA HENOCTATEHHOGT & ;
JyBCTBHTE/THH. :

a

iy

7] b
)
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Jleuenwe

ITo npyHUMN np# Npeno3xpaxe, JeueHHeTo ¢ Guconposo Tpadsa Aa Oble MPeyCTAHOBH H Aa Ce
NPOBE/IE MOUTHPAKALIO H CHMITTOMATHYHO JieeHHe, Bb3 0CHOBA HA 04aKBAHOTO (apMaKONOTHYHO
AeHCTBHE M APEeNOPBKUTE 3a ApYTH GeTa-GoKepH, KOraTo € KIHHHIHO ONpaBaaHo TpadBa fia ce
B3eMAT CIeAHNTE ODIIH MEPKH!

Bpaduxapoun.

HurpaseHosno NpHIOKeHHE HA aTPONTHH. AKO ITOB/THABAHETO € HEAOCTATHYHO, C MOBHILIEHO
BHHMAHHE MOJKE Aa C¢ NPHIIOKH H3CTIPEHANIHH HJIM APYTO CPSACTBO C MOJIOXKHTENHH XPOHOTPOITHH
cBoiicTBa, [TpH HAKOH 0GCTOATENCTBA MOXKE /1A C€ HANIOKH TPAHCBEHO3HO MOCTaBAHE HA NEACMEHKED.

Xunomonun:
Tpabsa na ce NPUIOKAT HHTPABEHOZHO TEYHOCTH H BA30IpecopH. I mokaroH HHTPaBEHO3HO MOKE 1a
Obae oT nomsa.

AV-6aox (Il unu I cmenen):
HNanperTrre TpaGBa Aa GROAT BHUMATENHO MOHWTOPUPAHH H 13 GbAAT TpeTHPaHH HHGYIHOHHO C
H30TIPEHATHH H/IH A2 UM ObJe mocTaBeH TPaHCBEHO3EH ChPACHEH NeHCMEHKED.

Ocmpo enowiasane na CopOeyna HedOCAamMbYHOCM:
IIpunaraxe Ha JHYPETHLH i.v., HHOTPONHH CPENCTEA, CHIOPA3IHPSABALIH CPEACTBA.

Bponxocnazmu:
Tpunarane Ha nedeHue ¢ SPOHXOAUAATATOPH, KATO HATIPUMED W3ONpeHaNHNH, Oeras-
CHMITATOMHMETHITH H/HIH AMHHO(HIHH.

Xunoznuxemun:
Ilpunarane Ha IJIEOKO3a i. V..

OrpaHHYeHHTe HATHYHK JAHHH NMPEANONArar, 4e GHCONPONoa NOYTH He ce HATH3HPA.

5. ©@APMAKOJIOI'HYHH CBOMCTBA
5.1 DapMaxkoaHHAMEATHH CBOHCTBA
®dapmakoTepaneBTHIHA Irpyna: ceneKTHeHH Gera-6nokepu, ATC kon: CO7TABO7

buconponon e MOLICH, BUCOKO celleKTHBeH GeTa;-610Kep, MINeH 0T BhTPeliHG CHMIIATOMHMETHYHA
axtueHocT. KakTo B npu apyrure Gera-0nokepH, HauuHET Ha JelCTBHE NIPH XHIIEPTOHHA He € ACEH,
BrLopeku ToBa, € H3BECTHO, e GHCOMPONON W3Pa3eHO NOTHCKA MNAZMEHATE PEHUHOBA AKTHBHOCT.
Ilpy nanMeHTH ¢k cTeHOKapaus, Gnokanata Ha Gera-pelienTopuTe peIynHpa ChpAcHHaTa ACiHHOCT H
O TO3H HAYMH HAMAJIfBa KHCITOPOIHHTE HYX/H,

Buconponon npaTexasa CXOIHH C PONPAHOJION JIOKATHH aHECTETHYHH CBOHCTBA.
5.2 OapMaKoKkHHETHYHE CBOHCTBA

Brconponon ce abcop6upa NoyTy HATBIHO B CTOMALIHO-YPEBHIsS TPAKT. 3a6HHO ¢ H3KTIOUHTEIHO
cnabua MeTaGoNH3BM TIPH MEPBOTO NPEMHHABAHE Npe3 YepHH4 Apob, ToBa BOAH A0 BHCOKA

6uonanHuHocT OT npubnr3uTenHo 90 %. CpBP3BaHETO C IUIA3MEHHTE NPOTEHHM Ha GHconponon e
okono 30 %. O6eMET Ha pasnpeRencHEe e 3,5 kg, OGIMAT KIHPBHC € NPHOTHIHTE
EnumuHaupoRHMAT nomyxuBoT (10-12 gaca) ocHrypaea 24-4acoBa eHKacHOCTS
BEAHBXK JHEBHO.

Buconponon ce exckpeTHpa oT opraiH3Ma 1o Jpa nvta - 50 % ce MeTaGonnsHpEr BV

HEaKTHBHH MeTabOo/HTH, KOHTO BIOCJIEACTBHE Ce eKcKpeTHpart upe3 OL6pern
DK/H/3163/001-002/MAH transfer
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eKCKkpeTHpart ypes 6bp6penure B HemeTabonmusupana dopMa. Thil karo eTHMHHMPAHETO ce H3BLPIIBA B
¢OHAKBA CTEneH upes Opdpenute u yephns Apod, He Ce Hanara KOPHTHPAHE HA 1034TA MPH TIALMEHTH ¢
JNIEKO A0 YMEPEHO YBpe/icHa YepHoapobGHa dyaknia wiH 6x6pedna HeocTaTbuHoCT. [Ipy narmeHTH: ¢
TeKKO 6BOpeuHo yBpekaaHe (KpeaTHHHHOB KIHpPBHC < 20 ml/min) MK TeXKO YepHOAPOSHO
YBpexJaHe, 1034Ta He TpaGea Ja HanpHimasa 10 mg seanbx AHesHo. Tasu n03a Moxe na Obe
pasfieieHa Ha J1B¢ paBHH HONOBHHH.

Kunernkara Ha 6uconponon ¢yMapar e MHeHHa M He 3aBUCH OT Bh3PacTTa.

Ilpu naUMeHTH ¢ XpoHUYHA ChpAedHa HenocraThuHocT (cTammii I1I no NYHA) nnasMeHuTe
KOHIIEHTPAalMK Ha GHCOMpPONON ¢a MO-BHCOKH H eNHMHHAIMOHHHSIT OMY>KHBOT € YABJDKCH, B
CPaBHEHHME CHC 3/IpaBH A00poBOIIIH. MakcHMaNHaTa NNa3MeHa KOHIIEHTPaLHs B PaBHOBECHO
cherosnHe € 64 + 21 ng/ml npr aHeBHa n03a oT 10 mg, a eNMMHHAIHOHHHUAT NOXYXHBOT €
17 £ Svaca.

53 Tlpeax/ HENYHEE AAABHE 32 6E30NACHOCT

HexnuuauynuTe NaHHH HE NOKA3BAT 0CODEH pHCK 3a Xopa Ha GazaTa Ha KOHBEHHMOHAIHHTE
(dapMaKONOTHIHH MPOYYBaHHA 3a 6€30MaCHOCT, TOKCHYHOCT IPH MHOTOKPATHO MpHJaraxe,
T€HOTOKCHMHOCT H KApLUHHOreHeH norenumant. Ioao6Ho Ha npyrure 6era-6nokepy, 6uconponon
diymapar BOAH A0 TOKCHYHOCT NpK MaliKaTa (OHIDKEH MPHeM Ha XpaHa WY NOHIDKCHO TeNeCHo
TErI0) ¥ eMOpro/heToTOKCHYHOCT (IIOBHIICHA YECTOTA HA pe30pOLis, HAMAEHO TeJIECHO TErTIo Ha
NOKOJIEHHETO, 3a0aBeHC (DH3HYECKO PA3BHTHE) IPH BHCOKH JO3H, HO HE € TEPATOTEHEH.

6. GAPMAIEBTHYHH TAHHU
6.1 CpachLk A2 DOMOIMAHATE BEMECTBA
JlakTo3a MOHOXHApAT

Henynos3a, MEKpOKpHCTAITHA
Marnes#es creapar

Kpocniopaaon

Ougeturen B bnok6uc 5 mg TaGnerxu: XKunt PB 22812 (nakTo2a MOHOXMAPAT ¥ XKEIT KEACICH OKCHA
guln—’:r)r)nen B bnokGHc 10 mg tabnerkn: Bexxos PB 27215 (1akTo3a MOHOXHIPAT M KBIIT H YSPBEH
xeneseH okcuy, (E172))

6.2 HechbBMeCTHMOCTE

Henpunoxumo

6.3 Cpox Ha rognoct

3 roauruu

6.4 CnensanHn yChOBHYE 33 ChXpaHeHRE

Ja ce cexpansasa noa 30°C.

6.5 BuA H CHLALPXKAHHE HA ONIAKOBKATA

Bnox6uc 5 mg u 10 mg Tabnerkn ce npennarat B 6nucrepu o1 PVC/PVAC/anym
TIOCTABECHH B KAPTOHEHA OTIAKOBKA.

Bupose onakosku:10, 20, 28, 30, 50, 56, 60 unu 100 Tabnerxu.
He BCHYKH BHIOBE ONAakOBKM Morar Aa ObaaT nmycHaTH B npofaxba.
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6.6 CoenHanHR HpeINa3HA MEPKH NPH HIXBLPJSHE

Hama cneumanay m3ncKBaHKuA 32 H3XBBPISHE.

7. TPHATEXKATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

TevaB.V.

Swensweg 5, 2031 GA Haarlem

Hupepnanus

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Bnoxbuc 5 mg - per. Ne 20100129

Brrox6uc 10 mg - per. Ne 20100130

9. JAATA HA TBbPBO PASPEMIABAHE/MIOJHOBABAHE HA PASPEHIEHHETO 3A
YIIOTPEBA

Jara Ha wspBo pazpemasane: 25.02.2010 .

Jata na nocneano nognosseane: 06.04.2012 r.

10. JATA HA AKTYAJIM3APAHE HA TEKCTA
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